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DETAILED ACTION 
Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claims 6-11 and 14 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter, which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. With respect to claims 6, 
11 and 14, "...no more than about 5 cm of water..." the specification provides support in 
paragraph [00123] for "...no more than 5 cm of water..." not the limitation of "...no more 
than about 5 cm of water...". With respect to claims 7-14, the ratio of the outer tube 
diameter of the inspiratory tube to the inner diameter of the expiratory tube in the 
specification is actually the ratio of the mean outer tube diameter of the inspiratory tube 
to the mean inner diameter of the expiratory tube, note paragraphs [00125] and [00126]. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter, which the applicant regards as his invention. 

Claims 12-19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 
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While the claims are directed to first leg, second legs and first and second 
angles, it is unclear if the claims are suppose to be directed to how the tubes are 
manufactured, as the first and second legs along with the first and second angles are 
outlined in the specification directed the method of how the tubes are made. Therefore 
it is unclear as to what is being claimed as support for the legs and angles based on the 
originally filed specification appears to be directed to the how the tubes are 
manufactured (note paragraphs [01 1 1 ]-[01 1 7]. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

Claims 1-3 and 12-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Clawson (WO 85/05277) in view of Leagre (5,404,873) and 
Rosenkoetter et.al. (5,894,839) . 

Clawson in a unilimb breathing circuit discloses a proximal end coupling member 
(Fig. 4), a distal end coupling member (Fig. 4), a pleated expiratory tube (110) having a 
first end coupled to the proximal end coupling member, and a second end coupled to 
the distal end coupling member, the expiratory tube being expandable between a fully 
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compressed rest position and a fully expanded rest position, and having a plurality of 
intermediate rest positions wherein the expiratory tube is capable of maintaining its rest 
length without the exertion of an external force (Page 5), and a pleated inspiratory tube 
(108) having a first end coupled to the proximal coupling member (Fig. 4), and a second 
end coupled to the distal end coupling member (Fig. 4), the inspiratory tube being 
expandable between a fully compressed position and a fully expanded position, and 
having a plurality of intermediate rest positions wherein the inspiratory tube is capable 
of maintaining its rest length without the exertion of an external force (Page 5), wherein 
the length of the inspiratory tube is greater than the length of the expiratory tube (based 
on how the inspiratory is expanded it is greater in length than the expiratory tube; Fig. 
4). 

With respect to the length of the inspiratory tube being greater than the length of 
the expiratory tube. Leagre teaches the length of the inspiratory tube greater than the 
length of the expiratory tube (Col. 7, lines 10-31 ). Also, Rosenkoetter in a unilimb 
tubing system teaches the lengths of the tubes may be any standard or selected tubing 
length such as those typically used for anesthesia or respiratory breathing circuits (Col. 
2, lines 7-13). Based on the teachings of Leagre and Rosenloetter, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to have the 
length of the inspiratory tube greater than the length of the expiratory tube as such is 
known in the art. 

The difference between Clawson and claim 2 is the length of the inspiratory tube 
being greater than the length of the expiratory tube by between about 1 and 7 inches 
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when each of the inspiratory and expiratory tubes are in there fully expanded positions. 
It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have the length of the inspiratory tube between about 1 and 7 inches, 
since it has been held where the general conditions of a claim are disclosed in the prior 
art, discovering the optimum or workable ranges involves only routine skill in the art. In 
re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

With respect to claim 3, note rejection of claim 2 above. 

With respect to claim 12, Clawson discloses a proximal end coupling member 
(Fig. 4) a distal end coupling member (Fig. 4), a pleated outer tube having a first end 
coupled to the proximal end coupling member (110), and a second end coupled to the 
distal end coupling member, the outer tube including a series of pleats having a first leg 
and a second leg (Figs. 2-5, 11, 12), the first legs being joined to define a series of peak 
points (Figs. 2-5, 11,12), the outer tube pleats being expandable between a fully 
compressed rest position and a fully expanded rest position, and having a plurality of 
intermediate rest positions wherein the outer tube is capable of maintaining its rest 
length without the exertion of an external force (Figs. 2-5, 11, 12), the first and second 
legs of the outer pleats being disposed at a first angle when in the compressed rest 
position, and at a second angle when in the expanded rest position (Figs. 2-5, 11, 12); 
and a pleated inner tube (108) having a first end coupled to the proximal coupling 
member, and a second end coupled to the distal end coupling member, the inner tube 
including a series of pleats having a first leg and a second leg (Figs. 2-5, 11, 12), the 
first legs being joined to define a series of peak points (Figs. 2-5, 11,12), the inner tube 
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pleats being expandable between a fully compressed rest position and a fully expanded 
rest position, and having a plurality of intermediate rest positions wherein the inner tube 
is capable of maintaining its rest length without the exertion of an external force (Figs. 2- 
5, 11, 12), the first and second legs of the inner pleats being disposed at a first angle 
when in the compressed rest position, and at a second angle when in the expanded rest 
position (Figs. 2-5, 11, 12), wherein the second angle of the inner tube pleats is greater 
than the second angle of the outer tube pleats. It would have been obvious to one of 
ordinary skill in the art that the second angle of the inner pleats is greater than the 
second angle of the outer tube pleats because the inner tube is longer than the outer 
tube (as well known that the inner tube can be longer than the outer tube as taught by 
Leagre and Rosenloetter, note rejection of claim 1 above) and based on applicant's 
specification [01 16]"... These differences in angle.... and differ largely due to the 
differences in size between the inspiratory tube and expiratory tube". 

Claims 4 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Clawson et.al. (WO 85/05277)/Leagre (5,404,873)/Rosenkoetter et.al. 
(5,894,839) as applied to claim 1 above, and further in view of Nowacki et.al. 
(4,621,634). 

The difference between Clawson and claim 4 is the distal end coupling member 
having axis of the terminus being radially offset from the axis of the distal end coupling 
member. Nowacki in a connector discloses a connector with an axis of the terminus 
being radially offset from the axis of the distal end coupling providing a crank effect 
facilitating assembly of the tapered exhaust fitting, thereby assuring a tighter connection 
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(Abstract; Col. 1 , lines 50-58). It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to substitute the coupling of Clawson with any 
well known coupling with a axis of a terminus being radially offset doing so would have 
provided a coupling with a crank effect facilitating assembly of the tapered exhaust 
fitting, thereby assuring a tighter connection including the coupling taught by Nowacki. 

With respect to claim 17, note rejection of claim 4 above. 

Claims 5-11, 13-16, 18, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Clawson (WO 85/05277)/ Leagre (5,404,873)/ Rosenkoetter et.al. 
(5,894,839) as applied to claim 1 above, and further in view of Fukunaga 
(4,265,235). 

With respect to claim 5, Clawson discloses a unilimb breathing circuit comprising: 
a proximal end coupling member (Fig. 4), a distal end coupling member (Fig. 4), a 
pleated expiratory tube (110) having a first end coupled to the proximal end coupling 
member (Fig. 4), a second end coupled to the distal end coupling member (Fig. 4), an 
inner diameter and an outer diameter, the expiratory tube being expandable between a 
fully compressed rest position and a fully expanded rest position (Page 5), and having a 
plurality of intermediate rest positions wherein the expiratory tube is capable of 
maintaining its rest length without the exertion of an external force (based on the 
corrugated tubing, Page 5), and a pleated inspiratory tube (108) having a first end 
coupled to the proximal end coupling member (Fig. 4), a second end coupled to the 
distal end coupling member (Fig. 4), an inner diameter and an outer diameter (Fig. 4), 
the inspiratory tube being expandable between a fully compressed position and a fully 


Application/Control Number: 10/811,121 Page 8 

Art Unit: 3743 

expanded position (based on the corrugated tubing, Page 5), and having a plurality of 
intermediate rest positions wherein the inspiratory tube is capable of maintaining its rest 
length without the exertion of an external force (based on the corrugated tubing, Page 
5), With respect to the limitations of, wherein the ratio of the outer diameter of the 
inspiratory tube to the inner diameter of the expiratory tube is sized to minimize flow 
resistance there between, while facilitating generally linear compressibility and 
expandability of the inspiratory and expiratory tube, Fukunaga in a unilimb tube teaches 
the difference in the diameters of the two tubes (i.e., inspiratory/expiratory) is such that 
a sufficient volume of expiratory gases may pass between the outer wall of the inner 
tube and the inner wall of the outer tube (Col. 6, lines 5-12). Therefore it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have the ratio of the outer diameter of the inspiratory tube to the inner diameter of the 
expiratory tube sized to minimize flow resistance there between, while facilitating 
generally linear compressibility and expandability of the inspiratory and expiratory tube, 
because such is known in the art as taught by Fukunaga. 

With respect to claims 6-1 0, note rejection of claim 2 above. 

With respect to claim 1 1 , and the flow resistence of the breathing circuit being 
such that at 60 liters/minute of flow the pressure drop across the circuit is no more that 
about 5 cm of water, based upon the teachings of the diameter size of Fukunaga such 
would be inherently known. As for the specific diameter ranges, note claim 2 above. 

With respect to claim 13, note rejection of claim 5 above. 

With respect to claims 14-16,18, and 19, note rejections of claims 1 and 2 above. 
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Response to Arguments 

Applicant's arguments with respect to claims 1-10 have been considered but are 
moot in view of the new ground(s) of rejection. Applicant argues that Clawson discloses 
little about how to construct such a co-axial respiratory circuit containing pleated tubes, 
which may be correct. However, the claims are not directed to a process of 
manufacturing the co-axial tubes, therefore, the end product, which is the tubing is what 
determines the patentability (Note MPEP 2100). Clawson has all the structural 
limitations of applicant's tubing and the process of how the tubing is manufactured does 
not matter, it is the end product (i.e., the tubing). As to the Nowacki reference, while 
applicant may have different reasoning for the radially offset distal terminus Nowacki 
does teach such terminus and therefore one of ordinary skill in the art would look to 
Nowacki for use of a connector which terminus is radially offset (note rejection above). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Teena Mitchell whose telephone number is (571) 272- 
4798. The examiner can normally be reached on Monday-Friday however the examiner 
is on a flexible schedule. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571) 272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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